


IUEPARTMENT 07 HEtim & J3XDL4N SERVICES Public Health Service 
.Food.and Drug Administration 
Roc!+cvilte. MD 20857 

NDA 20-832/S-008 

Med&Flex, Inc. 
Attention: Linda McBtide, R.Ph. 
Director, Regulatory Aff&rs 

11400 Tomahawk Creek Parkway, Suite 3 10 
Leawood, Kansas 66211 

Dear Ms. McBride: 

Please refer to your supplemental new drug application dated July 6,2UQ4, received July 7,2OQ4, 
submitted under section 505,(b) of the Federal Food, Drug, and Cosm&ic Act for ChloraPrep with Tint 
26mL Applicator (2% chlorhexidine gluconate w/v and 70% isoproRy1. alcohol v/v solution), 

We acknowledge receipt of your submissions dated July 22 and September 9,2004. 

This supplemental new drug application proposes a newly-designed a~~li~ato~ with a sponge tip 
(pledget) impregnated with FD&C Green #3 dye for preoperative skin preparation 

We have completed our review and pind the,information presented is equate,. and the supplemental 
application is not approvable under section SOS(d) of the Act and 21 CPR 3 14,125(b). The 
deficiencies are summan ‘zed as f~aiws: 

1, Conduct the Patient Pre-operative Skii Preparation (efficacy) study us&g the tinted formulation 
versus the clear formulatidn that was described for you in our September 3,2004 facsimile on 
this subject. 

2. Conduct a skin coverage study to assure that the product may be ,ztsed safely according to the 
labeled directions. Follow the advice we provided in facsimiies sent to you on September 3 and 
September 23,2004. 

We recommend that you submit your protocol for the Patient Pre-operative Skin Preparation study to 
the IND for review and feedback before you initiate the stucly, 

Within 10 days after the date of this letter, you are required to amend the sup~~~rn~~ application, 
notify us of your intent to filt: an amendment; or follow one of your other optiens under 
2 1 CFR 3 14.. 120. If you do not follow one ofthese options, we willconsi&r your lack of response a 
request to withdraw the appl+.tion under 21 CFR 3 14.65. Any d respond to all the 
deficiencies listed. We will not process a Partial reply as a major arjneadment nor will the review clock 
be reactivated until all deficiencies have been addressed, 

This product may be considered to be ~sbr~~ded under the Federal Food, Drug, and Cosmetic Act if 
‘- it is marketed with this change before approval of this supp&emental app~catio~. 



NDA20-832/S-008 
Page 2 

L If you have any questions, call %a Frazier, Regulatory Project Manager, at (301) 827-2271. 

--. _ __ I . -.. - _ _-.-_- -. -- - _.--_.” -,_ “.__ __ 



------.--------c------ 
Curtis Rosebraugd 
11/S/04 03:25:21 PM 

-_ 
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